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[Client Name]
Quality Manual

1 Purpose

The Quality Manual describes the Quality System of the [Client Name] and provides a structured and organised approach for quality to be achieved. The Quality Policy statement defines the organisational commitment to quality. 

2 References   
Insert list of referenced documents here

3 Definitions

· cGMP: Code of Good Manufacturing Practice
· CAPA: Corrective Action, Preventative Action

· QM: Quality Manager

· PM : Production Manager

· TGA: Therapeutic Goods Administration

· ARTG: Australian Register of Therapeutic Goods

· Product: Manufactured therapeutic device

· [Client abbreviation]
4 Responsibilities

	Responsible person / s
	Responsibility

	Director
	Manage the Quality system and its implementation.

Approve and support the development of the organisational policies.

	Quality Manager
	Implement, maintain and improve the Quality System.
Compliance to Regulatory Standards.
Manufacturing license Quality assurance nominee.
Responsible to the Director.

	Production Manager
	Control of manufacture of product.
Manufacturing license Production nominee.
Responsible to the Director.

	All staff
	Responsible for achieving quality objectives and fulfilling the requirements of the Quality Policy and Quality System.


5 The Quality policy
The [Client Name] is committed to providing GMP quality products which will meet the expectations of their customers.

6 Quality objectives

The [Client Name] is committed to;
· Achieving and maintaining TGA licensure and certification to relevant standards and compliance with regulatory requirements.

· Achieving standards of excellence throughout all areas.
· Fostering an environment of continuous improvement.

· Providing a high level of customer service to all customers.
7 organisational structure

Insert organisational chart here (example below)
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8 the quality system

8.1 Document Control System

All processes and associated activities in the manufacture of therapeutic products are documented and the documents controlled.

The Document Control System ensures that all operational procedures are documented and that the correct versions of documentation are available to all personnel.
Operational procedures define staff responsibilities and all critical steps within a process.

8.1.1 Records Management

Any record that has a bearing on the quality of a product manufactured at, and / or supplied by [Client name], and which is necessary to ensure traceability, is retained for a minimum of 20 years according to the code of GMP. Records may be paper based, or stored electronically. 
8.2 Change Management

The Change Management system will identify, document, review and approve all process and product changes, prior to implementation, to ensure that all operational processes are compliant to regulatory requirements and that there are no adverse impacts to product as a result of the change. 


The Change Management system also applies to the design and development of new products and processes.

Implementation of changes may only occur when procedures have been documented and approved, and when necessary, equipment and / or process validations have been performed and meet planned requirements.

8.3 Monitoring Systems

8.3.1 Corrective Action, Preventative Action System (CAPA)

The CAPA System will ensure that product which does not conform to specifications is under control and protected from unintended use. 
All deviations from process will be assessed for risk. If the level of risk is assessed as high, the deviation will be investigated to establish cause and appropriate preventative actions will be taken. If the level of risk is low, appropriate corrective action will be taken.
All deviations from process will be monitored to determine if the process is in control. Any identified significant trends will be investigated through the CAPA system.

8.3.2 Auditing System

The Auditing System will ensure that all operational processes are compliant to regulatory requirements, and that operational procedures are being followed.

All operational processes will be subject to periodic review and audits will be conducted according to the Internal Audit schedule.
8.3.3 Management Review

The Quality System will be reviewed by Management at regular intervals to review the adequacy and effectiveness of the Quality System, and to ensure that all operational processes are in control. (Refer to the Management Review Policy)
Management review meetings will be held and meeting minutes maintained.

(Refer to the Terms of Reference for the Management Review Team)
8.4 Training & Development

All staff will be made aware of the principles of the cGMP relevant to their duties.
The Training system will ensure that all staff are competent to perform their required tasks. 

All staff have a responsibility for the quality of their own work and specifically for working in accordance with their Position Description, Organisational Policies and Standard Operating Procedures.

All staff will be made aware of changes to operational procedures relevant to their position within the organisation.

GMP Refresher training will be provided to staff biennially.

Staff competency in operational procedures will be assessed biennially.
Records of staff training will be maintained.

8.5 Validation System

The Validation Master Plan will document the Validation System.

The Validation System will ensure that:
· All Facilities or processes affecting the quality of the product, directly, or indirectly, will be validated.
· All equipment used in the manufacture of a product will be qualified.

· Changes to processes, or equipment which have the potential to impact on the quality of the product, will be assessed for risk to determine if re-validation is required.
The Validation System will ensure that all operational processes affecting the quality of the product are in control.
8.6 Equipment Management

All equipment with the potential to adversely impact on the quality of product will be managed appropriately to ensure that:
· Each item of equipment is uniquely identifiable.
· Equipment is appropriately environmentally controlled.
· Equipment is cleaned, maintained and appropriately documented.
· New equipment is qualified prior to use to ensure suitability for intended purpose.
· Changes to equipment are risk managed and equipment re-qualified according to the risk assessment.
· External maintenance contracts are in place, where applicable.

8.7 Material Management

All critical material which has the potential to adversely impact on the quality of product will be managed appropriately to ensure that:
· Suppliers have been formally approved.
· Material has been appropriately assessed prior to use.
· Supplier contracts are established.

· Material is stored according to the manufacturer’s requirements.
· A system is established and followed for the receipt of material.
· There is a system for the management of non-conforming material.
                  There will be a process developed and documented for the labelling of material.
8.8 Contract Management

All critical material which has the potential to adversely impact on the quality of product will be managed appropriately to ensure that supplier contracts are established. The specifications for the supply of material will be agreed to and approved by the contractor, the Production Manager and the Quality Manager. The contracts will be reviewed regularly in accordance with the contract specification. The contracts will specify the limits of rejection and re-supply.
All critical equipment which has the potential to adversely impact on the quality of product will be managed appropriately to ensure that service contracts are established. The specifications for service will be agreed to and approved by the contractor, the PM and the QM. The contracts will be reviewed regularly in accordance with the contract specification. 

Contracts for the supply of essential services will be established. The contract specifications will be agreed to and approved by the contractor, the PM, and the QM. The contracts will be reviewed regularly in accordance with the contract specification.
8.9 Process Control

All processes critical to the manufacture of product, will be documented to define the material, procedures and controls used in its manufacture and to ensure that the quality of the product is maintained.
All critical processes will be risk assessed and validated according to the level of risk.
Quality Control testing will be performed to monitor performance and to demonstrate that processes are under control.
Changes to processes will be risk assessed and the process re-validated according to the level of risk.

Product will be placed in to a state of quarantine until such time as it has been approved for release. Quarantined product will be physically segregated from released product.

Any failure to meet product specifications will be investigated and the root cause of the failure determined. Appropriate corrective and preventative actions will then be taken.
8.10 Facilities and Environmental Control

All manufacturing environments will be appropriately environmentally controlled to ensure safety and minimise risk to the product.
Facilities critical to the manufacture of product will be temperature controlled, secured against entry by unauthorised personnel and maintained to a standard which supports the activities being performed.
The Cleanrooms will be monitored frequently for microbiological contamination and air control and records will be maintained.
All equipment critical to the manufacturing process will be environmentally controlled according to the manufacturer recommendations and environmental monitoring records will be maintained.
8.11 Storage, Packaging & Transport

All material will be assessed for suitability for use upon receipt.
All material critical to the manufacture of product will be appropriately managed to ensure that there is traceability in the event of recall. Batch / Lot numbers will be recorded upon receipt and records maintained. 

8.11.1 Storage

Storage areas for critical material and manufactured product will be;

· Secure – protected from the environment and from unauthorised access

· Environmentally controlled according to the manufacturer’s recommendations

· Pest free

· Stored in clearly defined areas – quarantine areas separate from released material, or product and quarantine areas accessible only to authorised staff.
8.11.2 Packaging
All products will be packed and labelled prior to transport. The product is to be protected from deterioration, damage and contamination as a result of storage, handling, packaging and transport activities.
Storage facilities on site are to meet regulatory requirements.
8.11.3 Transport

Product must be transported using validated transportation procedures to ensure:
· Product appropriately environmentally controlled during transport (if applicable).
· Product is protected from damage during transport.
· Product is tamper proof until it reaches its destination.
8.12 Control of non-conforming product

There will be a system in place to manage non-conforming material and product, through all stages of the manufacturing process.
All non-conforming product will be placed in quarantine, until a review and decision regarding its disposition can be made.
9 OCCUPATIONAL HEALTH & safety

Insert facility/institute OH&S policy statement here
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